
September 21,1998

Oflice of Special Nutritional (HFS-450)
Center for Food Safety and Applied Nutrition
Food and Drug Administration
200 C Street, S.W.
Washington, D.C. 20204

NOTIFICATION OF STATEMENTS
OF NUTRITIONAL SUPPORT

This notification is filed pursuant to section 403 (r) (6) of the Federal Food,
Drug, and Cosmetic Act (FDC Act), 21 U.S.C. Section 343(r)(6).

Name of dietary supplement ProSinam

Statements of nutritional support With natural Beta- Sitosterol for
prostate health

Will improve and help maintain
the health of your prostate

(In clinical studies) urinary peak
flow increased 5.2 milliliters per
second

(In clinical studies) urine retained
in the bladder reduced an average
of 35.4 milliliters

I certify that the information contain complete and accurate,
and that we have substantiation that the stat and not misleading.

<$
&fl—

Box 450 Camp Meade Road,L[nthlcum, Maryland 21090 ● 1-800-685-4912, fax 410-850-0818
http //wwwgempro.com-e-mail. in{ogem@gempro com

97S-0162
Lgv- 3s~/


